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Presidential Documents

Title 3—

The President

Executive Order 13887 of September 19, 2019

Modernizing Influenza Vaccines in the United States to Pro-
mote National Security and Public Health

By the authority vested in me as President by the Constitution and the
laws of the United States of America, including section 301 of title 3,
United States Code, it is hereby ordered as follows:

Section 1. Findings. (a) Influenza viruses are constantly changing as they
circulate globally in humans and animals. Relatively minor changes in these
viruses cause annual seasonal influenza outbreaks, which result in millions
of illnesses, hundreds of thousands of hospitalizations, and tens of thousands
of deaths each year in the United States. Periodically, new influenza A
viruses emerge from animals, including birds and pigs, that can spread
efficiently and have sustained transmission among humans. This situation
is called an influenza pandemic (pandemic). Unlike seasonal influenza, a
pandemic has the potential to spread rapidly around the globe, infect higher
numbers of people, and cause high rates of illness and death in populations
that lack prior immunity. While it is not possible to predict when or how
frequently a pandemic may occur, there have been 4 pandemics in the
last 100 years. The most devastating pandemic occurred in 1918-1919 and
is estimated to have killed more than 50 million people worldwide, including
675,000 Americans.

(b) Vaccination is the most effective defense against influenza. Despite
recommendations by the Centers for Disease Control and Prevention (CDC)
that nearly every American should receive the influenza vaccine annually,
however, seasonal influenza vaccination levels in the United States have
currently reached only about 45 percent of CDC goals.

(c) All influenza vaccines presently in use have been developed for circu-
lating or anticipated influenza viruses. These vaccines must be reformulated
for each influenza season as well as in the event of a pandemic. Additional
research is needed to develop influenza vaccines that provide more effective
and longer-lasting protection against many or all influenza viruses.

(d) The current domestic enterprise for manufacturing influenza vaccines
has critical shortcomings. Most influenza vaccines are made in chicken
eggs, using a 70-year-old process that requires months-long production
timelines, limiting their utility for pandemic control; rely on a potentially
vulnerable supply chain of eggs; require the use of vaccine viruses adapted
for growth in eggs, which could introduce mutations of the influenza vaccine
virus that may render the final product less effective; and are unsuitable
for efficient and scalable continuous manufacturing platforms.

(e) The seasonal influenza vaccine market rewards manufacturers that
deliver vaccines in time for the influenza season, without consideration
of the speed or scale of these manufacturers’ production processes. This
approach is insufficient to meet the response needs in the event of a pan-
demic, which can emerge rapidly and with little warning. Because the
market does not sufficiently reward speed, and because a pandemic has
the potential to overwhelm or compromise essential government functions,
including defense and homeland security, the Government must take action
to promote faster and more scalable manufacturing platforms.

Sec. 2. Policy. It is the policy of the United States to modernize the domestic
influenza vaccine enterprise to be highly responsive, flexible, scalable, and
more effective at preventing the spread of influenza viruses. This is a public
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health and national security priority, as influenza has the potential to signifi-
cantly harm the United States and our interests, including through large-
scale illness and death, disruption to military operations, and damage to
the economy. This order directs actions to reduce the United States’ reliance
on egg-based influenza vaccine production; to expand domestic capacity
of alternative methods that allow more agile and rapid responses to emerging
influenza viruses; to advance the development of new, broadly protective
vaccine candidates that provide more effective and longer lasting immunities;
and to support the promotion of increased influenza vaccine immunization
across recommended populations.

Sec. 3. National Influenza Vaccine Task Force. (a) There is hereby established
a National Influenza Vaccine Task Force (Task Force). The Task Force shall
identify actions to achieve the objectives identified in section 2 of this
order and monitor and report on the implementation and results of those
actions. The Task Force shall be co-chaired by the Secretary of Defense
and the Secretary of Health and Human Services, or their designees.

(b) In addition to the Co-Chairs, the Task Force shall consist of a senior
official from the following executive branch departments, agencies, and of-
fices:

(i) the Department of Defense (DOD);

ii) the Department of Justice;

iii) the Department of Agriculture;

iv) the Department of Veterans Affairs (VA);
v) the Department of Homeland Security;

(

(

(

(

(vi) the United States Food and Drug Administration;
(vii) the Centers for Disease Control and Prevention;
(

(

(

(

viii) the National Institutes of Health (NIH);
ix) the Centers for Medicare and Medicaid Services (CMS); and

x) the Biomedical Advanced Research and Development Authority

BARDA).

(c) The Co-Chairs may jointly invite additional Federal Government rep-
resentatives, with the consent of the applicable executive department, agency,
or office head, to attend meetings of the Task Force or to become members
of the Task Force, as appropriate.

(d) The staffs of the Department of State, the Office of Management and
Budget (OMB), the National Security Council, the Council of Economic
Advisers, the Domestic Policy Council, the National Economic Council, and
the Office of Science and Technology Policy (OSTP) may attend and partici-
pate in any Task Force meetings or discussions.

(e) The Task Force may consult with State, local, tribal, and territorial
government officials and private sector representatives, as appropriate and
consistent with applicable law.

(f) Within 120 days of the date of this order, the Task Force shall submit
a report to the President, through the Assistant to the President for National
Security Affairs, the Assistant to the President for Domestic Policy, the
Director of the Office of Management and Budget, and the Director of the
Office of Science and Technology Policy. The report shall include:

(i) a 5-year national plan (Plan) to promote the use of more agile and

scalable vaccine manufacturing technologies and to accelerate development

of vaccines that protect against many or all influenza viruses;

(ii) recommendations for encouraging non-profit, academic, and private-
sector influenza vaccine innovation; and

(iii) recommendations for increasing influenza vaccination among the popu-
lations recommended by the CDC and for improving public understanding
of influenza risk and informed influenza vaccine decision-making.
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(g) Not later than June 1 of each of the 5 years following submission

of the report described in subsection (f) of this section, the Task Force
shall submit an update on implementation of the Plan and, as appropriate,
new recommendations for achieving the policy objectives set forth in section
2 of this order.
Sec. 4. Agency Implementation. The heads of executive departments and
agencies shall also implement the policy objectives defined in section 2
of this order, consistent with existing authorities and appropriations, as
follows:

(a) The Secretary of HHS shall:

(i) through the Assistant Secretary for Preparedness and Response and

BARDA:

(A) estimate the cost of expanding and diversifying domestic vaccine-
manufacturing capacity to use innovative, faster, and more scalable tech-
nologies, including cell-based and recombinant vaccine manufacturing,
through cost-sharing agreements with the private sector, which shall in-
clude an agreed-upon pricing strategy during a pandemic;

(B) estimate the cost of expanding domestic production capacity of
adjuvants in order to combine such adjuvants with both seasonal and
pandemic influenza vaccines;

(C) estimate the cost of expanding domestic fill-and-finish capacity to
rapidly fulfill antigen and adjuvant needs for pandemic response;

(D) estimate the cost of developing, evaluating, and implementing deliv-
ery systems to augment limited supplies of needles and syringes and
to enable the rapid and large-scale administration of pandemic influenza
vaccines;

(E) evaluate incentives for the development and production of vaccines
by private manufacturers and public-private partnerships, including, in
emergency situations, the transfer of technology to public-private partner-
ships—such as the HHS Centers for Innovation and Advanced Development
and Manufacturing or other domestic manufacturing facilities—in advance
of a pandemic, in order to be able to ensure adequate domestic pandemic
manufacturing capacity and capability;

(F) support, in coordination with the DOD, NIH, and VA, a suite of
clinical studies featuring different adjuvants to support development of
improved vaccines and further expand vaccine supply by reducing the
dose of antigen required; and

(G) update, in coordination with other relevant public health agencies,
the research agenda to dramatically improve the effectiveness, efficiency,
and reliability of influenza vaccine production;

(ii) through the Director of NIH, provide to the Task Force estimated
timelines for implementing NIH’s strategic plan and research agenda for
developing influenza vaccines that can protect individuals over many
years against multiple types of influenza viruses;

(iii) through the Commissioner of Food and Drugs:

(A) further implement vaccine production process improvements to re-
duce the time required for vaccine production (e.g., through the use of
novel technologies for vaccine seed virus development and through imple-
mentation of improved potency and sterility assays);

(B) develop, in conjunction with the CDC, proposed alternatives for
the timing of vaccine virus selection to account for potentially shorter
timeframes associated with non-egg based manufacturing and to facilitate
vaccines optimally matched to the circulating strains;

(C) further support the conduct, in collaboration with the DOD, BARDA,
and CDC, of applied scientific research regarding developing cell lines
and expression systems that markedly increase the yield of cell-based
and recombinant influenza vaccine manufacturing processes; and
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(D) assess, in coordination with BARDA and relevant vaccine manufac-
turers, the use and potential effects of using advanced manufacturing
platforms for influenza vaccines;

(iv) through the Director of the CDC:

(A) expand vaccine effectiveness studies to more rapidly evaluate the
effectiveness of cell-based and recombinant influenza vaccines relative
to egg-based vaccines;

(B) explore options to expand the production capacity of cell-based
vaccine candidates used by industry;

(C) develop a plan to expand domestic capacity for whole genome
characterization of influenza viruses;

(D) increase influenza vaccine use through enhanced communication
and by removing barriers to vaccination; and

(E) enhance communication to healthcare providers about the perform-
ance of influenza vaccines, in order to assist them in promoting the
most effective vaccines for their patient populations; and

(v) through the Administrator of CMS, examine the current legal, regulatory,
and policy framework surrounding payment for influenza vaccines and
assess adoption of domestically manufactured vaccines that have positive
attributes for pandemic response (such as scalability and speed of manufac-
turing).

(b) The Secretary of Defense shall:

(i) provide OMB with a cost estimate for transitioning DOD’s annual
procurement of influenza vaccines to vaccines manufactured both domesti-
cally and through faster, more scalable, and innovative technologies;

(ii) direct, in coordination with the VA, CDC, and other components
of HHS, the conduct of epidemiological studies of vaccine effectiveness
to improve knowledge of the clinical effect of the currently licensed influ-
enza vaccines;

(iii) use DOD’s network of clinical research sites to evaluate the effective-
ness of licensed influenza vaccines, including methods of boosting their
effectiveness;

(iv) identify opportunities to use DOD’s vaccine research and development
enterprise, in collaboration with HHS, to include both early discovery
and design of influenza vaccines as well as later-stage evaluation of can-
didate influenza vaccines;

(v) investigate, in collaboration with HHS, alternative correlates of immune
protection that could facilitate development of next-generation influenza
vaccines;

(vi) direct the conduct of a study to assess the feasibility of using DOD’s
advanced manufacturing facility for manufacturing cell-based or recom-
binant influenza vaccines during a pandemic; and

(vii) accelerate, in collaboration with HHS, research regarding rapidly
scalable prophylactic influenza antibody approaches to complement a uni-
versal vaccine initiative and address gaps in current vaccine coverage.
(c) The Secretary of VA shall provide OMB with a cost estimate for

transitioning its annual procurement of influenza vaccines to vaccines manu-
factured both domestically and with faster, more scalable, and innovative
technologies.

Sec. 5. Termination. The Task Force shall terminate upon direction from
the President or, with the approval of the President, upon direction from
the Task Force Co-Chairs.

Sec. 6. General Provisions. (a) Nothing in this order shall be construed
to impair or otherwise affect:

(i) the authority granted by law to an executive department or agency,
or the head thereof; or
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(ii) the functions of the Director of the Office of Management and Budget

relating to budgetary, administrative, or legislative proposals.

(b) This order shall be implemented consistent with applicable law and
subject to the availability of appropriations.

(c) This order is not intended to, and does not, create any right or benefit,
substantive or procedural, enforceable at law or in equity by any party
against the United States, its departments, agencies, or entities, its officers,
employees, or agents, or any other person.

THE WHITE HOUSE,
September 19, 2019.

[FR Doc. 2019-20804
Filed 9-23-19; 8:45 am)]
Billing code 3295-F9-P
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OFFICE OF PERSONNEL
MANAGEMENT

5 CFR Part 532

RIN 3206—AN85

Prevailing Rate Systems; Redefinition
of Certain Nonappropriated Fund
Federal Wage System Wage Areas

AGENCY: Office of Personnel
Management.

ACTION: Final rule.

SUMMARY: This rule amends the
geographic boundaries of several
nonappropriated fund (NAF) Federal
Wage System (FWS) wage areas. Based
on consensus recommendations of the
Federal Prevailing Rate Advisory
Committee (FPRAC), the Office of
Personnel Management (OPM) is
defining St. Joseph County, Indiana, as
an area of application county to the
Lake, Illinois, NAF FWS wage area;
Greene County, Missouri, as an area of
application county to the Leavenworth-
Jackson-Johnson, Kansas, NAF FWS
wage area; Lucas County, Ohio, as an
area of application county to the
Macomb, Michigan, NAF FWS wage
area; and the municipality of Mayaguez,
Puerto Rico, as an area of application
municipality to the Guaynabo-San Juan,
PR, NAF FWS wage area. These changes
are necessary because NAF FWS
employees are now working in these
locations, but the locations are not
currently defined to NAF wage areas. In
addition, OPM is removing the
municipalities of Ceiba, Isabela, Toa
Baja, and Vieques, PR, and the U.S.
Virgin Islands of St. Croix and St.
Thomas, from the wage area definition
of the Guaynabo-San Juan NAF wage
area because there are no longer NAF
FWS employees working in these
locations.

DATES: Effective October 24, 2019.

FOR FURTHER INFORMATION CONTACT:
Madeline Gonzalez, by telephone at

(202) 606—2838 or by email at pay-leave-
policy@opm.gov.

SUPPLEMENTARY INFORMATION: On June
10, 2019, OPM issued a proposed rule
(84 FR 26767) to define—

e St. Joseph County, IN, as an area of
application county to the Lake, IL, NAF
FWS wage area;

e Greene County, MO, as an area of
application county to the Leavenworth-
Jackson-Johnson, KS, NAF FWS wage
area;

e Lucas County, OH, as an area of
application county to the Macomb, MI,
NAF FWS wage area; and

e Municipality of Mayaguez, PR, as
an area of application municipality to
the Guaynabo-San Juan, PR, NAF FWS
wage area.

In addition, the proposed rule removed
the municipalities of Ceiba, Isabela, Toa
Baja, and Vieques, PR, and the U.S.
Virgin Islands of St. Croix and St.
Thomas, from the wage area definition
of the Guaynabo-San Juan, PR, NAF
FWS wage.

FPRAG, the national labor-
management committee responsible for
advising OPM on matters concerning
the pay of FWS employees, reviewed
and recommended these changes by
consensus. These changes will apply on
the first day of the first applicable pay
period beginning on or after 30 days
following publication of the final
regulations.

The 30-day comment period ended on
July 10, 2019. OPM received one
comment in support of the proposal to
redefine Lucas County, OH, to the
Macomb, MI, wage area.

Regulatory Impact Analysis

This action is not a “significant
regulatory action” under the terms of
Executive Order (E.O.) 12866 (58 FR
51735, October 4, 1993) and is therefore
not subject to review under E.O. 12866
and 13563 (76 FR 3821, January 21,
2011).

Reducing Regulation and Controlling
Regulatory Costs

This rule is not an Executive Order
13771 regulatory action because this
rule is not significant under E.O. 12866.

Regulatory Flexibility Act

OPM certifies that this rule will not
have a significant economic impact on
a substantial number of small entities
because they will affect only Federal
agencies and employees.

Federalism

We have examined this rule in
accordance with Executive Order 13132,
Federalism, and have determined that
this rule will not have any negative
impact on the rights, roles and
responsibilities of State, local, or tribal
governments.

Civil Justice Reform

This regulation meets the applicable
standard set forth in Executive Order
12988.

Unfunded Mandates Act of 1995

This rule will not result in the
expenditure by State, local, and tribal
governments, in the aggregate, or by the
private sector, of $100 million or more
in any year and it will not significantly
or uniquely affect small governments.
Therefore, no actions were deemed
necessary under the provisions of the
Unfunded Mandates Reform Act of
1995.

Congressional Review Act

This action pertains to agency
management, personnel, and
organization and does not substantially
affect the rights or obligations of
nonagency parties and, accordingly, is
not a “rule” as that term is used by the
Congressional Review Act (Subtitle E of
the Small Business Regulatory
Enforcement Fairness Act of 1996
(SBREFA)). Therefore, the reporting
requirement of 5 U.S.C. 801 does not

apply.
Paperwork Reduction Act

This rule does not impose any new
reporting or record-keeping
requirements subject to the Paperwork
Reduction Act.

List of Subjects in 5 CFR Part 532

Administrative practice and
procedure, Freedom of information,
Government employees, Reporting and
recordkeeping requirements, Wages.
Office of Personnel Management.

Stephen Hickman,
Federal Register Liaison.

Accordingly, OPM amends 5 CFR part

532 as follows:

PART 532—PREVAILING RATE
SYSTEMS

m 1. The authority citation for part 532
continues to read as follows:
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Authority: 5 U.S.C. 5343, 5346; § 532.707 Area of Application. Survey area. DATES: Effective Date: September 25,
also issued under 5 U.S.C. 552. Kansas: 20109.
® 2. Inappendix D to subpart B, amend gﬁﬁ?e FOR FURTHER INFORMATION CONTACT:
theitable by revising the yage area Patricia Petrella, Deputy Director
listing for the States of Illinois, Kansas, . . . " . Promotion and };Iconomics Divisi(’)n
and Mlchlg.an and the Commonwealth MICHIGAN Specialty Crop Program, AMS, USD’ A
of Puerto Rico to read as follows: Macomb 1400 Independence Avenue SW, Stop
Appendix D to Subpart B of Part 532— . Survey Area 0244, Room 1406-S, Washington, DC
Nonappropriated Fund Wage and Mﬁglcgoa;-b 20250-0244, telephone (202)720-9915,

facsimile (202) 205-2800, or electronic
mail: Patricia.Petrella@usda.gov.

Survey Areas
y Area of Application. Survey area.

* * * * * Michigan: o
. Alpena SUPPLEMENTARY INFORMATION: This final
Definitions of Wage Areas and Wage Area Calhoun rule affecting 7 CFR part 1208 is
Survey Areas Crawford authorized under the Commodity
Grand Traverse Promotion, Research, and Information
* * * * * Huron Act of 1996 (1996 Act) (7 U.S.C. 7411—
ILLINOIS E’:ﬁ? 7425). The Processed Raspberry '
LAKE Leeclanau Promotion, Research, a}nd Inforr‘r‘latlon .
Survey Area Ottawa Order, referred to herein as the “Order”,
Ilinois: Saginaw is codified at 7 CFR part 1208.
Lake Washtenaw Prior documents in this proceeding:
Area of Application. Survey area. Wayne Termination of Assessments, February
Illinois: Ohio: 20, 2019 [84 FR 4951], Continuance
Cook Lucas Referendum, July 25, 2018 [83 FR
52;1;5311;?(1 Ottawa 35153]; Processed Raspberry Promotion,
Indiana: * % * * * Research, and Information Order, May
St. Joseph PUERTO RICO 8, 2012 [77 FR 26911]; and Referendum
lowa: Guaynabo-San Juan Procedures, February 8, 2010 [75 FR
Johnson Survey Area 6089].
Michigan: Puerto Rico: Executive Orders 12866, 13563, and
ickinson Guaynabo 13771
Marquette San Juan
Wisconsin: Area of Application. Survey area. Executive Orders 12866 and 13563
Brown Puerto Rico: direct agencies to assess all costs and
I\D/Iai?v(\a/aukee Aguadilla benefits of available regulatory
St. Clair E;yamon alternatives and, if regulation is
Survew Area Po?caeguez necessary, to select regulatory .
Minois: Y Salinas approaches that maximize net benefits
St. Clair (including potential economic,
Area of Application. Survey area plus: * * * * * environn}ent.al, PUbl.iC health and safety
b sz it s S dsbibutlv impacs and oquiy).
i\//lv?]cllilzg?son BILLING CODE 6325-39-P importance of quantifying both costs
Indiana: and benefits, reducing costs,

Vanderburgh harmonizing rules and promoting
Missour: city) DEPARTMENT OF AGRICULTURE flexibility. This final rule falls within a
t. Louis ; ; ; f lat tions that the
: .. , Agricultural Marketing Service category ol regulatory ac
M}Zsf?elilc;écountws) g 9 Office of Management and Budget
Pulaski 7 CFR Part 1208 (OMB) exgmpted frpm Executive Order
KANSAS 12866 review. Additionally, because
[Document Number AMS-SC-19-0047] this rule does not meet the definition of

Leaven-Worth-Jackson-Johnson 5 rule _dell
Survey Area a significant regulatory action it does

Processed Raspberry Promotion, not trigger the requirements contained

Kansas:

Leavenworth Resegrch_, and Information Order; in Executive Order 13771. See OMB’s
Missouri: Termination Memorandum titled “Interim Guidance
Jackson AGENCY: Agricultural Marketing Service, Implementing Section 2 of the Executive
Johnson o USDA. Order of January 30, 2017, titled
Kansa?:rea of Application. Survey area. ACTION: Final rule; termination order. ‘Reducing Regule’lt,i’on and Controlling
Regulatory Costs’”” (February 2, 2017).
Shawr}ee SUMMARY: This final rule terminates the .
Missouri: Processed Raspberry Promotion, Executive Order 13175
(B:gglrfen Research, and Information Order (Order) This final rule has been reviewed in
Cass in its entirety. This action is necessary accordance with the requirements of
Greene because termination of the Order was Executive Order 13175, Consultation
Sedgwick favored by a majority of the eligible and Coordination with Indian Tribal
Survey Area producers and importers voting in a Governments. The review reveals that
Kansas: referendum conducted from September  this rule will not have substantial and

Sedgwick 10 through October 5, 2018. direct effects on Tribal governments and
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will not have significant Tribal
implications.

Executive Order 12988

In addition, this final rule has been
reviewed under Executive Order 12988,
Civil Justice Reform. It is not intended
to have retroactive effect. Section 524 of
the 1996 Act (7 U.S.C. 7423) provides
that it shall not affect or preempt any
other State or Federal law authorizing
promotion or research relating to an
agricultural commodity.

Pursuant to the Congressional Review
Act (5 U.S.C. 801 et seq.), the Office of
Information and Regulatory Affairs
designated this rule as not a major rule,
as defined by 5 U.S.C. 804(2).

Under section 519 of the 1996 Act (7
U.S.C. 7418), a person subject to an
order may file a written petition with
USDA stating that an order, any
provision of an order, or any obligation
imposed in connection with an order, is
not established in accordance with the
law, and request a modification of an
order or an exemption from an order.
Any petition filed challenging an order,
any provision of an order, or any
obligation imposed in connection with
an order, shall be filed within two years
after the effective date of an order,
provision, or obligation subject to
challenge in the petition. The petitioner
will have the opportunity for a hearing
on the petition. Thereafter, USDA will
issue a ruling on the petition. The 1996
Act provides that the district court of
the United States for any district in
which the petitioner resides or conducts
business shall have the jurisdiction to
review a final ruling on the petition, if
the petitioner files a complaint for that
purpose not later than 20 days after the
date of the entry of USDA’s final ruling.

Background

This final rule terminates the Order as
prescribed in its § 1208.72 and section
522 of the 1996 Act. The 1996 Act
authorizes a national processed
raspberry promotion, research, and
information program. In accordance
with the 1996 Act, upon the request of
the industry, USDA developed and
implemented the Order, which became
effective on May 9, 2012.

The Order covered persons who grew
20,000 pounds or more of raspberries for
processing in the United States or
imported 20,000 pounds or more of
processed raspberries into the United
States.

Section 518(c) of the 1996 Act (7
U.S.C. 7417(c)), and § 1208.71(b) of the
Order provide that the Secretary of
Agriculture (Secretary) shall conduct a
subsequent referendum among people
subject to assessments. The Order states

that subsequent referenda will be held
every seven years to determine whether
producers of raspberries for processing
and importers of processed raspberries
favor continuance of the Order. A
referendum also may be held by request
of 10 percent or more of eligible voters,
by request of the Council established by
the Order, or when the Secretary deems
it necessary. The Order shall continue if
it is favored by a majority of producers
and importers voting in the referendum,
who during a representative period,
have been engaged in the production or
importation of processed raspberries.

In March 2018, USDA received a
petition requesting a referendum from
more than the required 10 percent of
eligible producers of raspberries for
processing and importers of processed
raspberries. As such, a referendum was
held from September 10 through
October 5, 2018. The representative
period for establishing voter eligibility
was January 1 through December 31,
2017. Persons who grew 20,000 pounds
or more of raspberries for processing in
the United States or imported 20,000
pounds or more of processed raspberries
into the United States during the
representative period and were subject
to assessment during the representative
period were eligible to vote. Notice of
the referendum was published in the
Federal Register on July 25, 2018 (83 FR
35153). Termination of the Order was
favored by 57 percent of the eligible
producers and importers voting in the
referendum.

In addition, in accordance with
§1208.73 of the Order, the USDA
appointed three members of the Council
to serve as trustees for the purpose of
liquidating the assets of the Council.

Regulatory Flexibility Act Analysis

In accordance with the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601—
612), AMS is required to examine the
economic impact of this rule on small
entities. Accordingly, AMS has
considered the economic impact of this
action on such entities.

The purpose of the RFA is to fit
regulatory actions to the scale of
businesses subject to such actions so
that small businesses will not be
disproportionately burdened. The Small
Business Administration (SBA) defines,
in 13 CFR part 121, small agricultural
producers as those having annual
receipts of no more than $750,000 and
small agricultural service firms
(handlers and importers) as those
having annual receipts of no more than
$7.5 million.

According to the Council, it is
estimated that there are 160 producers
of raspberries for processing and 30 first

handlers of raspberries for processing in
the United States. Dividing the
processed raspberry crop value for 2017
reported by the National Agricultural
Statistics Service (NASS) of
$102,691,456 * by the number of
producers yields an annual average
producer revenue of $641,821. It is
estimated that 75 percent of first
handlers shipped under $7.5 million
worth of processed raspberries.

Likewise, based on U.S. Customs data,
it is estimated there are 136 importers
of processed raspberries. Using 2017
Customs data, nearly all importers, or 99
percent, import less than $7.5 million
worth of processed raspberries annually.
Thus, the majority of domestic
producers, first handlers, and importers
of processed raspberries would be
considered small entities.

Regarding the value of the
commodity, as mentioned above, based
on 2017 NASS data, the value of the
domestic crop was about $102 million.
According to U.S. Customs data, the
value of 2017 imports was about $55
million.

According to the Council, in 2017
there were 202 eligible producers and
importers who paid about $1.2 million
in assessments. When the Order was
published in the Federal Register on
May 8, 2012, the USDA stated that an
anticipated $1.2 million of assessments
would be collected from about 245
eligible entities. The assessment rate
currently is one cent per pound of
processed raspberries. This is the same
rate that was set when the program first
started. USDA has issued a rule to
terminate the assessments which was
effective on February 21, 2019 (84 FR
4951).

Although research and promotion
order requirements are imposed on
handlers and importers, the costs of the
requirements are often passed on to
producers. Termination of the Order,
and the resulting regulatory relaxation,
would therefore be expected to reduce
costs for handlers, importers and
producers.

This action will not impose any
additional reporting or recordkeeping
requirements on either large or small
producers or importers of processed
raspberries.

The Department has not identified
any relevant Federal rules that
duplicate, overlap, or conflict with this
rule.

Termination Order

Termination of the Order was favored
by a majority of the eligible producers

1 Noncitrus Fruits and Nuts 2017 Summary, June
2018, USDA, National Agricultural Statistics
Service, pg. 83.
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and importers voting in a referendum
conducted in September and October
2018. The Act requires that, upon such
a determination by referendum, the
Department shall terminate the Order.
The assets of the Council have been
liquidated, and a final audit of the
Council’s books has been conducted.

It is therefore ordered, that pursuant
to section 522 of the Act, the Order is
hereby terminated.

It is also found and determined upon
good cause that it is impracticable,
unnecessary, and contrary to the public
interest to give preliminary notice or to
engage in further public procedure prior
to putting this action into effect, and
that good cause exists for not
postponing the effective date of this
action until 30 days after publication in
the Federal Register because (1) this
action relieves restrictions on handlers
and importers by terminating the
requirements of the Order; (2)
termination of the Order was favored by
a majority of qualified producers and
importers voting in a referendum in
September—October 2018; and (3) the
assets of the Council have been
liquidated and a final audit of the
Council’s books has been conducted.

List of Subjects in 7 CFR Part 1208

Administrative practice and
procedure, Advertising, Consumer
information, Marketing agreements,
Raspberry promotion, Reporting and
recordkeeping requirements.

PART 1208—[REMOVED]

m For the reasons set forth in the
preamble, and under the authority of 7
U.S.C. 6802 et seq., 7 CFR part 1208 is
removed.

Dated: September 16, 2019.
Bruce Summers,
Administrator.
[FR Doc. 2019-20343 Filed 9-23-19; 8:45 am]
BILLING CODE 3410-02-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2019-0692; Product
Identifier 2018—-NE-19-AD; Amendment 39—
19735; AD 2019-18-08]

RIN 2120-AA64

Airworthiness Directives; Engine
Alliance Turbofan Engines

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule; request for
comments.

SUMMARY: The FAA is superseding
Airworthiness Directive (AD) 2019—16—
04 for all Engine Alliance (EA) GP7270
and GP7277 model turbofan engines.
AD 2019-16-04 required a visual
inspection of the 1st-stage low-pressure
compressor (LPC) rotor assembly,
referred to after this as the “‘engine fan
hub assembly,” for damage, a one-time
eddy current inspection (ECI) of the
engine fan hub blade slot bottom and
blade slot front edge for cracks; and
removal of parts if damage or defects are
found. AD 2019-16-04 also required
replacement of the engine fan hub blade
lock assembly for certain GP7270 and
GP7277 model turbofan engines. This
AD, for certain GP7270 and GP7277
model turbofan engines, reduces the
compliance time for the initial ECI and
requires repetitive ECIs of the engine fan
hub blade slot bottom and blade slot
front edge for cracks. This AD also
retains the visual inspection
requirements of the engine fan hub
assembly for all GP7270 and GP7277
model turbofan engines. This AD was
prompted by an uncontained failure of
the engine fan hub. The FAA is issuing
this AD to address the unsafe condition
on these products.

DATES: This AD is effective October 9,
2019.

The Director of the Federal Register
approved the incorporation by reference
of a certain publication listed in this AD
as of October 9, 2019.

The FAA must receive any comments
on this AD by November 8, 2019.
ADDRESSES: You may send comments,
using the procedures found in 14 CFR
11.43 and 11.45, by any of the following
methods:

e Federal eRulemaking Portal: Go to
http://www.regulations.gov. Follow the
instructions for submitting comments.

e Fax:202—-493-2251.

e Mail: U.S. Department of
Transportation, Docket Operations, M—
30, West Building Ground Floor, Room
W12-140, 1200 New Jersey Avenue SE,
Washington, DC 20590.

e Hand Delivery: U.S. Department of
Transportation, Docket Operations, M—
30, West Building Ground Floor, Room
W12-140, 1200 New Jersey Avenue SE,
Washington, DC 20590, between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays.

For service information identified in
this final rule, contact Engine Alliance,
411 Silver Lane, East Hartford, CT
06118; phone: 800-565—0140; email:
help24@pw.utc.com; website:
www.engineallianceportal.com. You
may view this service information at the

FAA, Engine and Propeller Standards
Branch, 1200 District Avenue,
Burlington, MA 01803. For information
on the availability of this material at the
FAA, call 781-238-7759. It is also
available on the internet at http://
www.regulations.gov by searching for
and locating Docket No. FAA-2019-
0692.

Examining the AD Docket

You may examine the AD docket on
the internet at http://
www.regulations.gov by searching for
and locating Docket No. FAA-2019-
0692; or in person at Docket Operations
between 9 a.m. and 5 p.m., Monday
through Friday, except Federal holidays.
The AD docket contains this final rule,
the regulatory evaluation, any
comments received, and other
information. The street address for
Docket Operations is listed above.
Comments will be available in the AD
docket shortly after receipt.

FOR FURTHER INFORMATION CONTACT:
Matthew Smith, Aerospace Engineer,
ECO Branch, FAA, 1200 District
Avenue, Burlington, MA 01803; phone:
781-238-7735; fax: 781-238-7199;
email: matthew.c.smith@faa.gov.

SUPPLEMENTARY INFORMATION:

Discussion

The FAA issued AD 2019-16-04,
Amendment 39-19707 (84 FR 41617,
August 15, 2019), (“AD 2019-16—-04"),
for all EA GP7270 and GP7277 model
turbofan engines. AD 2019-16—04
required a visual inspection of the
engine fan hub assembly for damage, a
one-time ECI of the engine fan hub
blade slot bottom and blade slot front
edge for cracks, and removal of parts if
damage or defects are found that are
outside serviceable limits. AD 2019-16—
04 required an independent inspection
of the engine fan hub assembly prior to
reassembly of the engine fan hub blade
lock assembly. AD 2019-16-04 also
required replacement of the engine fan
hub blade lock assembly for certain
serial-numbered GP7270 and GP7277
model turbofan engines. AD 2019-16—
04 resulted from the manufacturer’s
determination that an independent
inspection of the fan hub assembly for
damage was necessary prior to the
reassembly of the engine fan hub blade
lock assembly for all EA GP7270 and
GP7277 model turbofan engines. The
FAA issued AD 2019-16-04 to detect
defects, damage, and cracks that could
result in an uncontained failure of the
engine fan hub assembly.
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Actions Since AD 2019-16-04 Was
Issued

Since the FAA issued AD 2019-16—
04, the manufacturer identified a fatigue
crack originating inboard of a blade slot
after the manufacturer performed a
metallurgical examination of the engine
fan hub that was recovered, related to
the September 30, 2017 event. After
performing a risk assessment, the
manufacturer determined the need to
reduce the compliance time for the
initial ECI and add a repetitive ECI. The
FAA is issuing this AD to address the
unsafe condition on these products.

Related Service Information Under 1
CFR Part 51

The FAA reviewed EA Alert Service
Bulletin (ASB) EAGP7-A72-389,
Revision No. 5, dated August 23, 2019.
The ASB describes procedures for ECI of
the EA GP7270 and GP7277 model
turbofan engines fan hub assembly. This
service information is reasonably
available because the interested parties
have access to it through their normal
course of business or by the means
identified in the ADDRESSES section.

Other Related Service Information

The FAA reviewed EA ASB EAGP7—
A72-418, Revision No. 1, dated January
11, 2019. The ASB provides guidance
on replacement or modification of the
engine fan hub blade lock assembly.

The FAA also reviewed the following
service information:

Subtask 72—-31-42-210-001-A, of
Task 72-31-42—-000-802—A, from the
A380 Aircraft Maintenance Manual
(AMM). This subtask describes an on-
wing visual inspection that is to be
performed after removal of the engine
fan hub blade lock assembly.

Figure 405 of Task 72—-00-31-420-004
of the EA GP7000 Series Engine Manual
(EM). This figure and task describe a
visual inspection that is to be performed
after removal of the engine fan hub
blade lock assembly when the engine is
in the shop.

Subtask 72—00-00-210-012-A, of
Task 72—00-00-210-806—A, from the
A380 Aircraft Maintenance Manual
(AMM). This subtask describes an on-
wing visual inspection that is to be
performed after reassembly of the
engine fan hub blade lock assembly.

Task 72—-00-31-420-004, Paragraph
1.E.(13), of the GP7000 Series EM
describes a visual inspection that is to
be performed after reassembly of the
engine fan hub blade lock assembly
when the engine is in the shop.

Table 601 in Subtask 72-00-00-210—
012-A, Task 72—-00-00-210-806, from
the A380 AMM or Task 72—00-31-220—
010 of the EA GP7000 Series EM. Table
601 and Task 72-00-31-220-010
provide guidance on acceptable damage
service limits.

FAA’s Determination

The FAA is issuing this AD because
all the relevant information was
evaluated and the FAA determined the
unsafe condition described previously is
likely to exist or develop in other
products of the same type design.

AD Requirements

This AD requires, for certain GP7270
and GP7277 model turbofan engines, an
initial and repetitive ECI of the engine
fan hub blade slot bottom and blade slot
front edge for cracks. For all GP7270
and GP7277 model turbofan engines,
this AD also requires an independent
inspection of the engine fan hub
assembly prior to the reassembly of the
engine fan hub blade lock assembly and
a visual inspection of the engine fan hub
assembly for damage. For certain serial-
numbered GP7270 and GP7277 model
turbofan engines, this AD requires
replacement of the engine fan hub blade
lock assembly with a part eligible for
installation.

FAA'’s Justification and Determination
of the Effective Date

No domestic operators use this
product. Therefore, the FAA finds good
cause that notice and opportunity for
prior public comment are unnecessary.

ESTIMATED COSTS

In addition, for the reason stated above,
the FAA finds that good cause exists for
making this amendment effective in less
than 30 days.

Comments Invited

This AD is a final rule that involves
requirements affecting flight safety, and
the FAA did not provide you with
notice and an opportunity to provide
your comments before it becomes
effective. However, the FAA invites you
to send any written data, views, or
arguments about this final rule. Send
your comments to an address listed
under the ADDRESSES section. Include
the docket number FAA-2019-0692 and
product identifier 2018-NE—19-AD at
the beginning of your comments. The
FAA specifically invites comments on
the overall regulatory, economic,
environmental, and energy aspects of
this final rule. The FAA will consider
all comments received by the closing
date and may amend this final rule
because of those comments.

The FAA will post all comments
received, without change, to http://
www.regulations.gov, including any
personal information you provide. The
FAA will also post a report
summarizing each substantive verbal
contact received about this final rule.

Regulatory Flexibility Act

The requirements of the Regulatory
Flexibility Act (RFA) do not apply when
an agency finds good cause pursuant to
5 U.S.C. 553 to adopt a rule without
prior notice and comment. Because FAA
has determined that it has good cause to
adopt this rule without notice and
comment, RFA analysis is not required.

Costs of Compliance

The FAA estimates that this AD
affects zero engines installed on
airplanes of U.S. registry. We have
revised the estimate of work hours to
complete the ECI based on updated
service information.

The FAA estimates the following
costs to comply with this AD:

: Cost per Cost on U.S.
Action Labor cost Parts cost product operators
ECI s 20 work-hours x $85 per hour = $1,700 ........ $0 $1,700 $0
Visual inspection ........cccceeeevervreenenne 1 work-hour x $85 per hour = $85 ................. 0 85 0
Replace fan hub blade lock assembly 25 work-hours x $85 per hour = $2,125 ........ 28,000 30,125 0

The FAA estimates the following
costs to do any necessary replacements
that would be required based on the

results of the inspection. The FAA has
no way of determining the number of

engines that might need these
replacements:
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ON-CONDITION COSTS

: Cost per
Action Labor cost Parts cost product
Replace engine fan hub assembly ..........ccccoovevvreeeens 50 work-hours x $85 per hour = $4,250 .........ccecenee. $790,500 $794,750

Authority for This Rulemaking

Title 49 of the United States Code
specifies the FAA’s authority to issue
rules on aviation safety. Subtitle I,
Section 106, describes the authority of
the FAA Administrator. Subtitle VII,
Aviation Programs, describes in more
detail the scope of the Agency’s
authority.

The FAA is issuing this rulemaking
under the authority described in
Subtitle VII, Part A, Subpart III, Section
44701, “General requirements.” Under
that section, Congress charges the FAA
with promoting safe flight of civil
aircraft in air commerce by prescribing
regulations for practices, methods, and
procedures the Administrator finds
necessary for safety in air commerce.
This regulation is within the scope of
that authority because it addresses an
unsafe condition that is likely to exist or
develop on products identified in this
rulemaking action.

This AD is issued in accordance with
authority delegated by the Executive
Director, Aircraft Certification Service,
as authorized by FAA Order 8000.51C.
In accordance with that order, issuance
of ADs is normally a function of the
Compliance and Airworthiness
Division, but during this transition
period, the Executive Director has
delegated the authority to issue ADs
applicable to engines, propellers, and
associated appliances to the Manager,
Engine and Propeller Standards Branch,
Policy and Innovation Division.
Regulatory Findings

This AD will not have federalism
implications under Executive Order
13132. This AD will not have a
substantial direct effect on the States, on
the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government.

For the reasons discussed above, I
certify that this AD:

(1) Is not a “significant regulatory
action” under Executive Order 12866,
and

(2) Will not affect intrastate aviation
in Alaska.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
Safety.

Adoption of the Amendment

Accordingly, under the authority
delegated to me by the Administrator,
the FAA amends part 39 of the Federal
Aviation Regulations (14 CFR part 39) as
follows:

PART 39—AIRWORTHINESS
DIRECTIVES

m 1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

m 2. The FAA amends § 39.13 by
removing Airworthiness Directive (AD)
AD 2019-16—-04, Amendment 39-19707
(84 FR 41617, August 15, 2019), and
adding the following new AD:

2019-18-08 Engine Alliance: Amendment
39-19735; Docket No. FAA-2019-0692;
Product Identifier 2018—-NE-19-AD.

(a) Effective Date
This AD is effective October 9, 2019.

(b) Affected ADs

This AD replaces AD 2019-16—04,
Amendment 39-19707 (84 FR 41617, August
15, 2019) (“AD 2019-16—04").

(c) Applicability

This AD applies to all Engine Alliance (EA)
GP7270 and GP7277 model turbofan engines.

(d) Subject

Joint Aircraft System Component (JASC)
Code 7230, Turbine Engine Compressor
Section.

(e) Unsafe Condition

This AD was prompted by an uncontained
failure of the engine fan hub. The FAA is
issuing this AD to detect defects, damage,
and cracks that could result in an
uncontained failure of the engine fan hub
assembly. The unsafe condition, if not
addressed, could result in uncontained
failure of the engine fan hub assembly,
damage to the engine, and damage to the
airplane.

(f) Compliance

Comply with this AD within the
compliance times specified, unless already
done.

(g) Required Actions

(1) For EA GP7270 and GP7277 model
turbofan engines with engine fan hub
assembly part numbers (P/Ns) 5760221 or
5760321, within 1,700 cycles since new, or
within 150 flight cycles (FCs) after the
effective date of this AD, or within 330 FCs

since an eddy current inspection (ECI) was
performed in accordance with the
Accomplishment Instructions, For Fan Hubs
at LPC Module Assembly Level, paragraphs
2.A and 2.B, of EA ASB EAGP7-A72-389,
Revision No. 4, dated June 14, 2019, or
earlier versions of that ASB; or within 330
FCs since overhaul, whichever occurs later:

(i) For engine fan hub assemblies at the
low-pressure compressor (LPC) module
assembly level, perform an ECI of the engine
fan hub blade slot bottoms and front edges
in accordance with the Accomplishment
Instructions, For Fan Hubs at LPC Module
Assembly Level, paragraphs 1.B. and 1.C., of
EA ASB EAGP7-A72-389, Revision No. 5,
dated August 23, 2019.

(ii) For engine fan hub assemblies at the
piece part level, perform an ECI of the engine
fan hub blade slot bottoms and front edges,
in accordance with the Accomplishment
Instructions, For Fan Hubs at Piece Part
Level, paragraphs 1.A. and 1.B., of EA ASB
EAGP7—-A72-389, Revision No. 5, dated
August 23, 2019.

(iii) For engine fan hub assemblies
installed in an engine (on-wing or off-wing),
perform an ECI of the engine fan hub blade
slot bottoms and front edges, in accordance
with the Accomplishment Instructions, For
Fan Hubs Installed in an Engine, paragraphs
3.B. and 3.C., of EA ASB EAGP7-A72-389,
Revision No. 5, dated August 23, 2019.

(iv) Thereafter, repeat the ECI of the engine
fan hub blade slot bottoms and front edges
at intervals not exceeding 330 FCs since the
previous ECI required by paragraphs (g)(1)(i)
through (iii) of this AD, as applicable.

(v) If any ECI of the engine fan hub
assembly results in a rejectable indication per
the Appendix, Added Data, of EA ASB
EAGP7-A72-389, Revision No. 5, dated
August 23, 2019, remove the engine fan hub
assembly from service and, before further
flight, replace with a part that is eligible for
installation.

(2) For all GP7270 and GP7277 model
turbofan engines, after the effective date of
this AD:

(i) At the next disassembly of the engine
fan hub blade lock assembly, visually inspect
the following areas for damage:

(A) The fan hub blade lock retention hooks
(also known as lock ring contact area); and

(B) The fan hub rim face.

(ii) At the next reassembly of the fan hub
blade lock assembly, visually inspect the
following areas of the engine fan hub for
damage:

(A) The fan hub scallop areas;

(B) The fan hub bore area behind the
balance flange;

(C) The fan hub fan blade lock retention
hooks;

(D) The fan hub rim face; and

(E) The clinch nut holes.

(iii) After any reassembly per paragraph
(g)(2)(ii), before further flight, perform an
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independent inspection of all areas of the
engine fan hub referenced in paragraph
(g)(2)(ii) of this AD for damage.

(iv) Thereafter, repeat the inspections
required by paragraphs (g)(2)(i) through (iii)
of this AD at each disassembly and
reassembly of the engine fan hub blade lock
assembly.

(v) As an optional terminating action to the
inspection requirements and independent
inspection requirements of paragraph (g)(2)(i)
through (iii) of this AD, insert the
requirements for the visual inspections and
independent inspections required by these
paragraphs as Required Inspection Items in
the approved continuous airworthiness
maintenance program for the airplane.

(vi) If damage is found outside serviceable
limits during the inspections required by
(g)(2)(i) through (iii) of this AD, before further
flight, remove the engine fan hub assembly
from service and replace it with a part
eligible for installation.

(3) For GP7270 and GP7277 model
turbofan engines with engine serial numbers
P550101 through P550706, remove the
engine fan hub blade lock assembly, P/N
5700451, by September 1, 2020, and replace
with a part eligible for installation. Refer to
EA ASB EAGP7-A72-418, Revision No. 1,
dated January 11, 2019, for guidance on
replacement of the engine fan hub blade lock
assembly.

(h) Credit for Previous Actions

You may take credit for the inspections
required by paragraph (g)(1)(i) through (iii) of
this AD if you performed the inspections
before the effective date of this AD using EA
ASB EAGP7-A72-389, Revision No. 4, dated
June 14, 2019, or an earlier version.

(i) Definitions

(1) For the purpose of this AD, a part
eligible for installation for replacement of the
engine fan hub blade lock assembly is:

(i) A part that is not P/N 5700451, or

(ii) An engine fan hub blade lock assembly
that has been modified in accordance with
EA ASB EAGP7-A72-418, Revision No. 1,
dated January 11, 2019, or EA ASB EAGP7—
A72-418, Revision No. 0, dated December 7,
2018.

(2) For the purpose of this AD, an
independent inspection is a second visual
inspection performed by an individual
qualified to perform inspections who was not
involved in the original inspection of the
engine fan hub assembly following
disassembly and reassembly of the engine fan
hub blade lock assembly.

(j) Alternative Methods of Compliance
(AMOCs)

(1) The Manager, ECO Branch, FAA, has
the authority to approve AMOCs for this AD,
if requested using the procedures found in 14
CFR 39.19. In accordance with 14 CFR 39.19,
send your request to your principal inspector
or local Flight Standards District Office, as
appropriate. If sending information directly
to the manager of the certification office,
send it to the attention of the person
identified in paragraph (k) of this AD. You
may email your request to: ANE-AD-
AMOC@faa.gov.

(2) Before using any approved AMOC,
notify your appropriate principal inspector,
or lacking a principal inspector, the manager
of the local flight standards district office/
certificate holding district office.

(3) AMOC:s approved for AD 2019-16-04,
AD 2018-11-16 (83 FR 27891, June 15,
2018), and AD 2019-03-04 (84 FR 4694,
February 19, 2019) are approved as AMOCs
for the corresponding provisions of this AD.

(k) Related Information

For more information about this AD,
contact Matthew Smith, Aerospace Engineer,
ECO Branch, FAA, 1200 District Avenue,
Burlington, MA 01803; phone: 781-238—
7735; fax: 781-238-7199; email:
matthew.c.smith@faa.gov.

(1) Material Incorporated by Reference

(1) The Director of the Federal Register
approved the incorporation by reference
(IBR) of the service information listed in this
paragraph under 5 U.S.C. 552(a) and 1 CFR
part 51.

(2) You must use this service information
as applicable to do the actions required by
this AD, unless the AD specifies otherwise.

(i) Engine Alliance (EA) Alert Service
Bulletin EAGP7—-A72-389, Revision No. 5,
dated August 23, 2019.

(ii) [Reserved]

(3) For EA service information identified in
this AD, contact Engine Alliance, 411 Silver
Lane, East Hartford, CT 06118; phone: 800—
565—0140; email: help24@pw.utc.com;
website: www.engineallianceportal.com.

(4) You may view this service information
at the FAA, Engine & Propeller Standards
Branch, 1200 District Avenue, Burlington,
MA 01803. For information on the
availability of this material at the FAA, call
781-238-7759.

(5) You may view this service information
that is incorporated by reference at the
National Archives and Records
Administration (NARA). For information on
the availability of this material at NARA,
email: fedreg.legal@nara.gov, or go to: http://
www.archives.gov/federal-register/cfr/ibr-
locations.html.

Issued in Burlington, Massachusetts, on
September 18, 2019.
Karen M. Grant,
Acting Manager, Engine & Propeller
Standards Branch, Aircraft Certification
Service.
[FR Doc. 2019-20599 Filed 9-23-19; 8:45 am]
BILLING CODE 4910-13-P

CONSUMER PRODUCT SAFETY
COMMISSION

16 CFR Part 1130
[Docket No. CPSC-2018-0018]

Amendment to Requirements for
Consumer Registration of Durable
Infant or Toddler Products

AGENCY: Consumer Product Safety
Commission.
ACTION: Final rule.

SUMMARY: In 2009, the Consumer
Product Safety Commission (CPSC)
fulfilled a statutory requirement in the
Consumer Product Safety Improvement
Act of 2008 (CPSIA) to issue a rule
requiring manufacturers of durable
infant or toddler products to establish a
consumer registration program. The
Commission is now finalizing an
amendment to the definition of “durable
infant or toddler product” in the rule to
include the full statutory definition;
clarify that the scope of each listed
product category is further defined in
the applicable mandatory standard;
clarify listed product categories using
the product name in the applicable
mandatory standard; and clarify the
scope of the infant carriers and bassinets
and cradles product categories.

DATES:

Effective Date: The rule will become
effective on October 24, 2019.

Compliance Date for Contoured
Changing Pads: Contoured changing
pads, a subcategory of baby changing
products in § 1130.2(a)(14), must
comply with this rule starting on
September 24, 2020.

FOR FURTHER INFORMATION CONTACT:
Keysha L. Walker, Compliance Officer,
Office of Compliance & Field
Operations, Regulatory Enforcement
Division, Consumer Product Safety
Commission, 4330 East-West Highway,
Bethesda, MD 20814; 301-504-6820,
Email: kwalker@cpsc.gov.

SUPPLEMENTARY INFORMATION:

I. Background and Statutory Authority

Section 104 of the CPSIA is the Danny
Keysar Child Product Safety
Notification Act. Section 104 of the
CPSIA requires that for “durable infant
or toddler products,” the CPSC must (1)
issue a mandatory rule for each product
based on the applicable voluntary
standard, and (2) issue a rule requiring
consumer registration for such products.
15 U.S.C. 2056a(b) and (d).* In 2009, the
Commission issued a regulation to
implement the second requirement, i.e.,
that manufacturers provide a means for
consumers to register ‘‘durable infant or
toddler products” so that consumers can
receive direct notification in the event
of a product recall. The rule is codified
at 16 CFR part 1130, Requirements for
Consumer Registration of Durable Infant
or Toddler Products (part 1130, or the
consumer registration rule).

1 Since 2009, the Commission has issued final
rules for 23 durable infant or toddler products.
Mandatory standards for durable infant or toddler
products are codified in 16 CFR parts 1215 through
1235, and parts 1237 and 1238. Currently, part 1236
is reserved for Inclined Infant Sleep Products, a
proposed rule that has not been finalized.
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The two aspects of section 104,
consumer registration and product
standards, are both based on the
definition of “durable infant or toddler
product” set forth in section 104(f) of
the CPSIA: “durable products intended
for use, or that may be reasonably
expected to be used, by children under
the age of 5 years.” The statute lists 12
product categories included within the
definition, such as cribs, toddler beds,
high chairs, strollers, and swings. In a
2009 rulemaking, the Commission
explained that the list of products in
section 104(f), and codified in the
Commission’s consumer registration
rule in 16 CFR 1130.2, is not static. At
that time, the Commission added six
product categories to the 12 listed in the
CPSIA. 74 FR 68668, 68669 (Dec. 29,
2009).

On October 9, 2018, the Commission
issued a notice of proposed rulemaking
(NPR), proposing to make the following
changes to part 1130 to clarify the scope
of products covered by the rule:

o State the full statutory definition of
“durable infant or toddler product” in
section 104(f)(1);

e Specify that the listed product
categories are further defined in the
applicable mandatory standards;

e List “sling carriers,” “soft infant
and toddler carriers,” “handheld infant
carriers,” and “frame child carriers” as
a subset of infant carriers, to avoid
confusion regarding whether these
products are subject to the consumer
registration rule, and to reflect each
product category using the name of the
applicable mandatory standard;

e Clarify that “bedside sleepers” are a
subset of bassinets, to avoid confusion
regarding whether bedside sleepers are
subject to the consumer registration
rule, and to reflect the product name
used in the mandatory standard; and

¢ Revise the term “‘changing tables”
to “baby changing products,” to reflect
the product name used in the
mandatory standard.

83 FR 50542. After reviewing the
comments, the Commission is finalizing
this rule, without modification.

II. Response to Comments

CPSC received seven comments on
the NPR. Only one comment addressed
a substantive issue, while all of the
remaining comments generally support
the concept of the consumer registration
rule, and support amending the
definition of “‘durable infant or toddler
product” to clarify the scope of products
subject to the rule. The Commission is
not making any changes in the final rule
based on the comments received. Below
we summarize and respond to the

substantive comment on the proposed
rule.

Comment—One commenter disagreed
with the proposed 1-year effective date
for contoured changing pads, stating
that many of the manufacturers make
other durable infant or toddler products
and have registration programs in place.
The commenter opines that because of
technological advances, product
registration programs should take no
longer than 6 months to implement,
even if no program is in place. The
commenter recommended an effective
date for contoured changing pads that is
6 months after publication of the final
rule.

Response—The Commission agrees
that many manufacturers of contoured
changing pads make other products
subject to the consumer registration
rule, and therefore, these manufacturers
are likely to have an established
consumer registration program.
However, the final rule for baby
changing products identified 25 firms
that supply only contoured changing
pads and no other changing products.
At least 13 of these 25 firms are not
otherwise in the durable infant and
toddler product market and are unlikely
to have an existing consumer
registration program. The commenter
provided no information, and we have
none, to demonstrate that these 13 firms
have established a consumer registration
program since issuance of the rule for
changing products. Additionally, the
baby changing products rule (16 CFR
part 1235) went into effect on June 26,
2018, a year after publication of the final
rule. For these reasons, the rule
provides a 12-month effective date for a
consumer registration program for
contoured changing pads, consistent
with previous effective periods for new
products subject to the consumer
registration requirement in part 1130.

III. Description of the Final Rule
A. Definition

The final rule updates the definition
of “durable infant or toddler product”
in 16 CFR 1130.2(a) to state the full
statutory definition of “durable infant or
toddler product” and to clarify that the
scope of the product categories listed
can be found in the applicable
mandatory standard.

B. Product Categories

The final rule updates the description
of product categories subject to the rule
by listing the name of each product
category that aligns with the name of the
product category used in the applicable

voluntary or mandatory standard.2
Furthermore, to provide information on
the scope of the products covered by a
product category, the final rule states
that the scope of each product category
is further defined in the applicable
mandatory standard.

1. Infant Carriers

Section 104(f)(H) of the CPSIA lists
“infant carriers” as a product category
included in the term “durable infant or
toddler products.” ASTM International
has four separate voluntary standards
for infant carriers, and the Commission
has now issued four separate mandatory
standards, one for each subtype of infant
carrier:

e 16 CFR part 1225, Hand-Held Infant

Carriers
e 16 CFR part 1226, Soft Infant and

Toddler Carriers
e 16 CFR part 1228, Sling Carriers
e 16 CFR part 1230, Frame Child

Carriers.

Although the Commission added
“Infant Slings” to the list of products in
16 CFR §1130.2(a) when finalizing the
2009 consumer registration rule, the
registration rule does not list the other
sub-categories of infant carriers. To
clarify that all four types of infant
carriers are subject to the consumer
registration requirement, the final rule
amends § 1130.2(a)(8) to state: “Infant
carriers, including soft infant and
toddler carriers, hand-held infant
carriers, sling carriers, and frame child
carriers.” The final rule removes “infant
slings” as a separate product category in
16 CFR 1130.2(a)(18), and changes the
product name from “infant slings” to
““sling carriers,” to align with the name
of the mandatory rule in part 1228.

2. Bedside Sleepers

Currently, the product “bedside
sleepers” 3 is not listed in part 1130.
However, when the Commission issued
a mandatory standard pursuant to
section 104(b) of the CPSIA for bedside
sleepers (codified at 16 CFR part 1222),
the Commission considered bedside
sleepers to be a subset of “‘bassinets and
cradles.” 79 FR 2581, 2583 (Jan. 15,

2 Some products may be listed in part 1130 before
the Commission issues the corresponding
mandatory standard. In those cases, the
Commission will list the product category as
defined in the current voluntary standard, which
typically provides specificity about the scope of the
product category.

3 A bedside sleeper is a bassinet-type product,
intended to provide a sleeping environment for an
infant up to approximately 5 months of age, or
when a child begins to push up on his or her hands
and knees, whichever comes first. These products
are designed to be secured to an adult bed, for the
purpose of having a baby sleep in close proximity
to an adult.
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2014). To resolve any confusion about
whether bedside sleepers are subject to
part 1130, the final rule revises
§1130.2(a)(12) to state: “Bassinets and
cradles, including bedside sleepers.”

3. Changing Tables

Currently, “changing tables” is listed
as a durable infant or toddler product in
16 CFR 1130.2(14). However, the
Commission’s standard for these
products is called “Safety Standard for
Baby Changing Products,” codified at 16
CFR part 1235.4 CPSC’s standard covers
products that are included in the scope
of the voluntary standard on which it is
based, ASTM F2388-18, Standard
Consumer Safety Specification for Baby
Changing Products for Domestic Use.
Accordingly, CPSC’s standard includes
changing tables, changing table
accessories, contoured changing pads,
and add-on changing units. The final
rule revises § 1130.2(a)(14) to use the
term “‘baby changing products” to be
consistent with the Commission’s
mandatory standard.

III. Effective Date and Compliance Date

The Administrative Procedure Act
generally requires that the effective date
of a rule be at least 30 days after
publication of the final rule. The final
rule takes effect 30 days after
publication, but has a different
compliance date for contoured changing
pads, as follows.

A. Thirty-Day Effective Date

Most of the changes in the final rule
are clarifications to the definition of
“durable infant or toddler product” to
state the full statutory definition, and to
identify more clearly product categories
that already are subject to the consumer
registration rule (i.e., the statutory
definition, infant carrier list, and
bedside sleepers). Because these
revisions clarify the text of the rule and
do not impose new burden on any
manufacturer, the final rule has a 30-day
effective date for the addition of the
statutory language in § 1130.2(a), and for
the clarifications to product categories
in sections 1130.2(a)(8), (a)(11), and
(a)(12).

B. Twelve-Month Compliance Date for
Contoured Changing Pads

For the reasons stated in the NPR and
section II of this preamble, the final rule
has a 12-month compliance date for
contoured changing pads. The other
types of “baby changing products”
(changing tables, changing table
accessories, and add-on changing units)

4 The final rule for baby changing products was
published on June 26, 2018, and became effective
on June 26, 2019.

have all been required to be in
compliance with part 1130 since
December 29, 2010, under the
previously listed category ““changing
tables.” 74 FR at 68669. Therefore, the
12-month compliance date applies only
to contoured changing pads.

IV. Regulatory Flexibility Act

The Regulatory Flexibility Act (RFA),
5 U.S.C. 601-612, requires that agencies
review a proposed rule and a final rule
for the rule’s potential economic impact
on small entities, including small
businesses. Section 604 of the RFA
generally requires that agencies prepare
a final regulatory flexibility analysis
(FRFA) when promulgating final rules,
unless the head of the agency certifies
that the rule will not have a significant
economic impact on a substantial
number of small entities. Pursuant to
section 104(d)(1) of the CPSIA, however,
the provision that establishes the
requirement for a consumer registration
rule, the RFA does not apply when
promulgating a rule under this
provision. Consequently, the
Commission has not prepared an FRFA
and no certification is necessary. We
note that the amendment mostly
provides clarifications that would not
have any economic impact. Providing a
longer (12 month) compliance date for
the one product that has not been
subject to the registration rule,
contoured changing pads, should reduce
the economic impact on manufacturers
of those products.

V. Environmental Considerations

The Commission’s regulations address
whether the agency is required to
prepare an environmental assessment or
an environmental impact statement.
Under these regulations, certain
categories of CPSC actions normally
have “little or no potential for affecting
the human environment,” and therefore,
they do not require an environmental
assessment or an environmental impact
statement. 16 CFR 1021.5. This final
rule falls within the categorical
exclusion to prepare an environmental
impact statement.

VI. Paperwork Reduction Act

Section 104(d)(1) of the CPSIA
excludes this rulemaking from the
requirements of the Paperwork
Reduction Act, 44 U.S.C. 3501 through
3520. Consequently, no Paperwork
Reduction Act analysis is necessary.

VII. Preemption

Section 26(a) of the CPSA, 15 U.S.C.
2075(a), provides that when a consumer
product safety standard is in effect and
applies to a product, no state or political

subdivision of a state may either
establish or continue in effect a standard
or regulation that prescribes
requirements for the performance,
composition, contents, design, finish,
construction, packaging, or labeling of
such product dealing with the same risk
of injury unless the state requirement is
identical to the federal standard. The
Commission’s authority to issue this
consumer registration rule is section
16(b) of the CPSA, 15 U.S.C. 2065(b).
Accordingly, this rule is not a consumer
product safety standard, and the
preemption provision of section 26(a) of
the CPSA does not apply to the
Commission’s final rule.

VIII. Congressional Review Act

The Congressional Review Act (CRA;
5 U.S.C. 801-808) states that, before a
rule may take effect, the agency issuing
the rule must submit the rule, and
certain related information, to each
House of Congress and the Comptroller
General. 5 U.S.C. 801(a)(1). The
submission must indicate whether the
rule is a “major rule.” The CRA states
that the Office of Information and
Regulatory Affairs (OIRA) determines
whether a rule qualifies as a “major
rule.”

Pursuant to the CRA, OIRA
designated this rule as not a “major
rule,” as defined in 5 U.S.C. 804(2).
Additionally, to comply with the CRA,
the Office of the General Counsel will
submit the required information to each
House of Congress and the Comptroller
General.

List of Subjects in 16 CFR Part 1130

Administrative practice and
procedure, Business and industry,
Consumer protection, Reporting and
recordkeeping requirements.

For the reasons discussed in the
preamble, the Commission amends Part
1130 of Title 16 of the Code of Federal
Regulations as follows:

PART 1130—REQUIREMENTS FOR
CONSUMER REGISTRATION OF
DURABLE INFANT OR TODDLER
PRODUCTS

m 1. The authority citation for part 1130
continues to read as follows:

Authority: 15 U.S.C. 2056a, 2065(b).

m 2. Amend § 1130.1 by revising the last
sentence in paragraph (c) to read as
follows:

§1130.1 Purpose, scope, and effective
date.
* * * * *

(c) * * * Compliance with this part
1130 shall be required on September 24,
2020 for contoured changing pads (a
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type of baby changing product). The
rule shall apply to durable infant or
toddler products, as defined in
§1130.2(a), that are manufactured on or
after those dates.

m 3. Amend § 1130.2 by revising
paragraphs (a) introductory text, (a)(8),
(11), (12), (14), (17), and removing
paragraph (a)(18)

§1130.2 Definitions.

(a) Definition of Durable Infant or
Toddler Product means the following
products intended for use, or that may
be reasonably expected to be used, by
children under the age of 5 years. The
listed product categories are further
defined in the applicable standards that
the Commission issues under section
104(b) of the Consumer Product Safety
Improvement Act of 2008, and include
products that are combinations of the
following product categories:

* * * * *

(8) Infant carrier, including soft infant
and toddler carriers, hand-held infant
carriers, sling carriers, and frame child
carriers;

* * * * *

(11) Swings;

(12) Bassinets and cradles, including
bedside sleepers;
* * * * *

(14) Baby changing products;

* * * * *

(17) Bed rails.

* * * * *

Alberta E. Mills,

Secretary, Consumer Product Safety
Commission.

[FR Doc. 201920049 Filed 9-23-19; 8:45 am]
BILLING CODE 6355-01-P

SOCIAL SECURITY ADMINISTRATION

20 CFR Part 404

[Docket No. SSA-2019-0036]

RIN 0960-Al44

Extension of Expiration Dates for Two
Body System Listings

AGENCY: Social Security Administration.
ACTION: Final rule.

SUMMARY: We are extending the
expiration dates of the following body
systems in the Listing of Impairments
(listings) in our regulations: Respiratory
Disorders and Genitourinary Disorders.
We are making no other revisions to
these body systems in this final rule.
This extension ensures that we will
continue to have the criteria we need to
evaluate impairments in the affected
body systems at step three of the
sequential evaluation processes for
initial claims and continuing disability
reviews.

DATES: This final rule is effective on
September 24, 2019.

FOR FURTHER INFORMATION CONTACT:
Cheryl A. Williams, Director, Office of

Medical Policy, 6401 Security
Boulevard, Baltimore, MD 21235-6401,
(410) 965—1020. For information on
eligibility or filing for benefits, call our
national toll-free number, 1-800-772—
1213, or TTY 1-800-325—0778, or visit
our internet site, Social Security Online,
at http://www.socialsecurity.gov.

SUPPLEMENTARY INFORMATION:
Background

We use the listings in appendix 1 to
subpart P of part 404 of 20 CFR at the
third step of the sequential evaluation
process to evaluate claims filed by
adults and children for benefits based
on disability under the title II and title
XVI programs.* 20 CFR 404.1520(d),
416.920(d), 416.924(d). The listings are
in two parts: Part A has listings criteria
for adults and Part B has listings criteria
for children. If you are age 18 or over,
we apply the listings criteria in part A
when we assess your impairment or
combination of impairments. If you are
under age 18, we